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Remarks 

Claims 1-4, 7-30, 33-35, and 54-63 are pending. Claims 1, 55, and 56 are the 
independent claims. 
Amendments 

Claims 2-4, 8, 10,1 3, 17, 20, 23, 27, 28, 59 and 60-63 have been amended to more 
clearly recite that which is already claimed and to address certain informalities. No new matter 
is added. 

Claim Qbicctions 

Claims 23, 28, and 60-63 were objected to for containing informalities. ITie noted 
informalities have been corrected. The objections therefore are traversed. 

Rejections Under 35 U.S.C. § 1 12, second paragraph 

Claims 1-4, 8-10, 12-14, 19-20, 26-27, 55, 57, and 59 are rejected under 35 U.S.C. § 112, 
second paragraph, as being indefmite. The rejection is respectfully traversed. 

"The requirement to 'distinctly' claim means that the claim must have a meaning 
discernible to one of ordinary skill in the art when construed according to correct principles. ... 
Only when a claim remains insolubly ambiguous without a discernible meaning after all 
reasonable attempts at construction must a court declare it indefmite." Metabolite Labs., Inc. v. 
Lab. Corp. of Am. Holdings, 370 F.3d 1354, 1366 (Fed. Cir. 2004). The "correct principles" for 
construing a claim are discussed in the M.P.E.P., which provides that "[djefmiteness of claim 
language must be analyzed, not in a vacuum, but in light of: (A) The content of the particular 
application disclosure; (B) The teachings of the prior art; and (C) The claim interpretation that 
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would be given by one possessing the ordinary level of skill in the pertinent art at the time the 
invention was made." (M.P.E.P. § 2173.02). 

Here, one of ordinary skill in the art would readily be able to appreciate the scope of the 
claims and the interaction of the claimed elements when read in light of both the Specification 
and the knowledge of those of ordinary skill in the art. 

The Examiner alleges that a number of the claims (claims 9, 12, 14, 19, 55 and 57) are 
"incomplete for omitting essential elements" or ^'essential structural cooperative relationship of 
elements," in which "such omission amounting to a gap between the elements." It appears that 
the Examiner's rejection is predicated on the reasoning of MPEP 2172.01 which provides "a 
claim which fails to interrelate essential elements of the invention as defined by applicant(s) in 
the specification may be rejected under 35 U.S.C. 1 12, second paragraph, fox failure to point out 
and distinctly claim the invention." (emphases added). The Examiner has not shown that the 
cited elements or relationship between the elements are "defined by applicant(s) in the 
specification" to be essential . To the contrary, the specification does not provide that the cited 
elements or relationship between the elements is essential. 

Although the claims may be broad with respect to relationship between the elements, the 
metes and bounds of the claims are clear and sufficiently defined. A claim's breadth is not 
determinative of its definiteness. Applicants are not required to set fortli such features in the 
detail proposed by the Examiner, because they would be readily discernible to those skilled in 
the art. 

First, the Examiner provides no rationale for the rejection of claim 1 under 35 U.S.C. § 
112, second paragraph. Claims 2-4 have been amended to clarify that "the one or more 
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electrodes or sensors" comprise ECG monitoring electrodes, cardioversion electrodes, or cardiac 
pacing electrodes. The rejection with respect to claims 1-4 is therefore moot. 

With respect to claim 8, Applicants have amended claim 8 to clarify that it is "the device" 
that "is adapted to detect non-sustained ventricular tachycardias, changes in heart rate variability, 
or both." Applicants respectfully submit that the specification does not provide that it is essential 
that any particular component of the device perform the act of detecting; therefore, it is 
unnecessary to limit the claim to any particular embodiment in this regard. 

With respect to claim 9, Applicants submit that the structural cooperative relationship 
between the defibrillator and the device is not defined by the specification to be essential. For 
example, at paragraphs 0041-0042, the specification describes an embodiment in which all 
components of the device are implanted at a single location, an embodiment in which 
components of the device are implanted at separate locations with connection made via a 
catheter, and an embodiment in which components are controlled by telemetry. Accordingly, no 
specific structural cooperative relationship is essential, and it is unnecessary to limit the claim to 
a specific embodiment in this regard. 

With regard to claim 1 0, the claim has been amended to remove the recitation of the 
device's utility. Accordingly, the rejection with respect to claim 10 is moot. 

With respect to claim 12, the Examiner inquires "what part or component is the 
'device'?" Applicants submit that one of ordinary skill would understand "the device" to refer to 
the "medical device" of claim 1, and would not interpret the claim to require any particular 
component of the device to "reconfirm the arrhythmia" and/or "deliver the cardioversion shock." 
Applicants respectfully submit that the specification does not teach that it is essential that a 
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single component perform either act; therefore, it is unnecessary to limit the claim to any 
particular embodiment in this regard. 

With respect to claim 13, the Examiner argues that the claim is vague because it does not 
recite any further structure and appears to be a method claim. Applicants respectfully disagree. 
The claim requires that the device be "adapted to treat ventricular arrhythmias." Although the 
claim does not recite a specific structural element beyond that which is already recited in claim 
1, this limitation unambiguously imposes a structural limitation on the device. Specifically, the 
claim provides that the device must be structured to treat ventricular arrhythmias. Although the 
Examiner notes that the claim does not specify how tlie device is adapted to treat ventricular 
arrhythmias, the Examiner does not explain how such an omission renders the claim vague. The 
specification describes various device embodiments that treat arrhythmias (see paragraphs 0030- 
0035), and one of ordinary skill would therefore understand the metes and bounds of the claim. 

With respect to claim 14, Applicants submit that the structural cooperative relationship 
between the pacemaker, electrodes, and the device is not defined by the specification to be 
essential. For example, at paragraphs 0041-0042, the specification describes an embodiment in 
which all components of the device are implanted at a single location, an embodiment in which 
components of the device are implanted at separate locations with connection made via a 
catheter, and an embodiment in which components are controlled by telemetry. Accordingly, no 
specific structural cooperative relationship is essential, and it is unnecessary to limit the claim to 
a specific embodiment in this regard. 

With respect to claim 17, the claim has been amended to address the clarity issue noted 
by the Examiner. The rejection with respect to claim 17 is therefore moot. 
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With respect to claim 19, Applicants submit that the structural cooperative relationship 
between the ECG monitor and the rest of the device is not defined by the specification to be 
essential. Accordingly, no specific structural cooperative relationship is essential, and it is 
unnecessary to limit the claim to a specific embodiment in this regard. 

With regard to claim 20, the claim has been amended to remove the recitation of the 
device's utility. Accordingly, the rejection with respect to claim 10 is moot. 

With respect to the rejection of claims 26 and 27, claim 26 has been amended to 
positively recite the hermetically sealed encasement. The rejection with respect to claims 26 and 
27 is therefore moot. 

With regard to claims 55 and 57, Applicants submit that the structural cooperative 
relationship between the electrodes and the device is not defined by the specification to be 
essential. For example, at paragraphs 0041-0042, the specification describes an embodiment in 
which all components of the device are implanted at a single location, an embodiment in which 
components of the device are implanted at separate locations with connection made via a 
catheter, and an embodiment in which components are controlled by telemetry. Accordingly, no 
specific structural cooperative relationship is essential, and it is unnecessary to limit the claim to 
a specific embodiment in this regard. 

With regard to claim 59, the claim has been amended to clarify that the antiarrhythmic 
agent, antianginal agent, natriuretic peptide, antithrombotic agent, or fibrinolytic agent is 
provided in a different reservoir than the sensor. The rejection with respect to claim 59 is 
therefore moot. 
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Applicants respectfully submit that the claims clearly are not "insolubly ambiguous." 
Accordingly, the rejection must be withdrawn. 

Rejections Under 35 U.S.C. S 103 

Claims 1-4, 7-14, 16-24, 29-30, 33-34, and 55-63 are rejected under 35 U.S.C. 103(a) as 
obvious over Sheppard (U.S. Patent Publication No. 2002/0072784) in view of Gordon (U.S. 
Patent No. 6,349,232). The rejection is respectfully traversed. 

Neither Sheppard nor Gordon disclose or suggest disintegration of a reservoir cap via 
electrothermal ablation as more particularly defined by Applicants' claims. As explained in 
Applicants' specification, particularly in the amendment to the specification filed November 8, 
2006, -lejleclrothen-nal ablation' refers to the rupture by an electrically-induced thermal shock 
that causes the reservoir cap structure to fracture, and/or to a loss of structural integrity of the 
reservoir cap due to a phase change, (e.g., melting or vaporization), either or both of which are 
caused by the generation of heat within the reservoir cap as a result of electric current flowine 
through the reservoir cap" (emphasis added). As explained in the Declaration under 37 C.F.R. 
1.132 by John Santini, "[t]his is analogous to the failure of a conventional electrical fuse." 
(Paragraph 3). 

The most relevant portions of Sheppard are paragraphs [0026] and [0027] which, when 
considered together, describe three different mechanisms for opening a reservoir. Paragraph 

[0026] describes one mechanism of opening the reservoir - oxidation and dissolution of an 
anode-type reservoir cap. This mechanism does not involve electrothermal ablation. That is. 
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the reservoir cap does not rupture or disintegrate due to internal resistive heating, rather it 
disintegrates via a chemical oxidation reaction followed by dissolution of the oxidized material. 

Paragraph [0027J principally describes two additional mechanisms of release - (1) 
melting a "thermally-responsive polymer" using a "nearby" resistor, and (2) modulating the 
porosity or integrity of an "electrically-responsive polymer." Regarding Sheppard's disclosure 
of using a "thermally-responsive polymer," this disclosed mechanism does not anticipate any of 
the present claims because electric current is transmitted through the "nearby" resistor and not 
through the reservoir cap itself Nothing in paragraph [0027] teaches that the reservoir cap is 
electrically-conductive and is designed to disintegrate by intrinsically-generated heat. 

Gordon does not add anything to Sheppard: Gordon discloses essentially the sa me 
mechanism as paragraph [0027] of Sheppard - melting a thermally responsive polymer using a 
nearby resistor. As in Sheppard, Gordon's resistor is discrete from the reservoir cap/enclosure. 
Gordon's resistive heating element generates heat, and the heat is transferred from the resistive 
heating element to the enclosure to melt the enclosure. See Col. 10, Lns. 3-8, and Col. 8, Ln. 57 
to Col. 9. In an exemplary embodiment, Gordon uses a resistance heating element 272 placed 
against the outer surface of or imbedded in a cell enclosure 270, as illustrated in FIGS. 9, 10, and 
1 1 A-C. See Col. 3, Line 58 to Col. 4, Line 2. Significantly, the resistive heating element is a 
distinct structure from the cell enclosure. 

In contrast, Applicants' claimed devices utilize an electrically conductive reservoir cap 
that is heated by inirinsicaUy-zenerated heat caused by passage of an electrical current through 
the reservoir cap itself. The intrinsic heating is sufficient to ablate the reservoir cap (i.e., 
electrothermal ablation) thereby exposing the reservoir opening over which the reservoir cap 
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previously existed. This is different from Gordon's teaching of the use of a separate heating 
element. Gordon does not teach that a discrete reservoir cap itself can serve as the heating 
element. 

To further illustrate, Gordon teaches that heat from electrical resistance heating element 
272 "causes the wail of cell enclosure 270 to break, melt, disintegrate or otherwise become 
permeable." Col. 8, Lines 57-61 . Gordon does not teach or suggest a structure that serves 
both as a resistive heating element and structural boundary between the reservoir contents 
and outer environment. In contrast. Applicants' claimed reservoir cap is a single structure 
that provides both functions. 

Applicants submit that nothing in Gordon suggests that the cell enclosure 270 could or 
should be ruptured by heat generated intrinsically within a discrete reservoir cap by current 
flowing through the reservoir cap to electrothermal ly ablate the reservoir cap. Even if the cell 
enclosure 270 melts, it is not electrothermal ablation, because the ceil enclosure is not heating 
due to intrinsically-generated heat and because the resistive heating element is not a discrete cap 
covering a reservoir opening. Gordon does not teach that a cap/enclosure could or should serve 
both as a resistive heating element structural boundary between the reservoir contents and 
outer environment. Moreover, there is no disclosure or suggestion of appropriate materials of 
construction, dimensions of leads and cap materials, or any other design parameters necessary to 
achieve electrothermal ablation. For instance, there is no recognition that the reservoir cap and 
the input and output leads should be designed to provide upon the application of electrical 
current an increase in electrical current density in a reservoir cap relative to the current density in 
input and output leads. 
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Sheppard and Gordon, alone or in combination, do not teach or suggest a structure (e.g., a 
reservoir cap) that serves both as a resistive heating element and as the structural boundary 
between the reservoir contents and outer environment. Moreover, the Examiner has not 
provided any sound technical reason why one of ordinary skill in the art would have been 
motivated to apply electrical energy through the reservoir cap itself to electrothermal ly ablate the 
reservoir cap in view of the fact that both Sheppard and Gordon disclose using a separate, 
discrete resistive heating element to melt the cap or enclosure. Accordingly, the Examiner has 
failed to establish a prima facie case of obviousness. 

Claim 55 

With respect to claim 55 which recites that the reservoir cap is "metal," the Examiner 
cites paragraph [0046] of Sheppard which references metal film reservoir caps. The referenced 
metal films are anode-type caps. As discussed previously, these caps do not have conducting 
leads tojn d from the reservoir cap and do not undergo electrothermal ablation. As such, claim 
55 is not obvious over Sheppard in view of Gordon. 

Conclusions 

Applicants respectfully submit that the claims are patentable over the prior art of record. 
Prompt allowance of each of claims 1-4, 7-30, 33-35, and 54-63 is therefore respectfully 
solicited. 

The undersigned kindly invites the E.xaminer to contact him by telephone (404.853.8066) 
if any outstanding issues can be resolved by conference or examiner's amendment. 
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Respectfully submitted, 



/Chad A. Guice 
Chad A. Guice 
Reg. No. 54,141 

Date: February 1, 2010 

SUTHERLAND ASBILL & BRENNAN LLP 
999 Peachtree Street, NE 
Atlanta, Georgia 30309-3996 
(404) 853-8066 
(404) 853-8806 (fax) 
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